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640.103 The final product. 
640.104 Potency.

Subpart K [Reserved]

Subpart L—Alternative Procedures

640.120 Alternative procedures.

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355, 
360, 371; 42 U.S.C. 216, 262, 263, 263a, 264.

SOURCE: 38 FR 32089, Nov. 20, 1973, unless 
otherwise noted.

CROSS REFERENCES: For U.S. Customs 
Service regulations relating to viruses, se-
rums, and toxins, see 19 CFR 12.21–12.23. For 
U.S. Postal Service regulations relating to 
the admissibility to the United States mails 
see parts 124 and 125 of the Domestic Mail 
Manual, that is incorporated by reference in 
39 CFR part 111.

Subpart A—Whole Blood
§ 640.1 Whole Blood. 

The proper name of this product shall 
be Whole Blood. Whole Blood is defined 
as blood collected from human donors 
for transfusion to human recipients. 

[38 FR 32089, Nov. 20, 1973, as amended at 50 
FR 4138, Jan. 29, 1985]

§ 640.2 General requirements. 
(a) Manufacturing responsibility. All 

manufacturing of Whole Blood, includ-
ing donor examination, blood collec-
tion, laboratory tests, labeling, storage 
and issue, shall be done under the su-
pervision and control of the same li-
censed establishment except that the 
Director, Center for Biologics Evalua-
tion and Research, may approve ar-
rangements, upon joint request of two 
or more licensed establishments, which 
he finds are of such a nature as to as-
sure compliance otherwise with the 
provisions of this subchapter. 

(b) Blood container. The blood con-
tainer shall not be entered prior to 
issue for any purpose except for blood 
collection or when the method of proc-
essing requires use of a different con-
tainer. The container shall be 
uncolored and transparent to permit 
visual inspection of the contents and 
any closure shall be such as will main-
tain an hermetic seal and prevent con-
tamination of the contents. The con-
tainer material shall not interact with 
the contents under the customary con-
ditions of storage and use, in such a 

manner as to have an adverse effect 
upon the safety, purity, or potency of 
the blood. 

(c) Reissue of blood. Blood that has 
been removed from storage controlled 
by a licensed establishment shall not 
be reissued by a licensed establishment 
unless the following conditions are ob-
served: 

(1) The container has a tamper-proof 
seal when originally issued and this 
seal remains unbroken; 

(2) A segment is properly attached 
and has not been removed, except that 
blood lacking a properly attached seg-
ment may be reissued in an emergency 
provided it is accompanied by instruc-
tions for sampling and for use within 6 
hours after entering the container for 
sampling; 

(3) The blood has been stored con-
tinuously at 1 to 6 °C and shipped be-
tween 1 and 10 °C; 

(4) The blood is held for observation 
until a significant inspection con-
sistent with the requirements of 
§ 640.5(e) can be made. 

[38 FR 32089, Nov. 20, 1973, as amended at 41 
FR 4015, Jan. 28, 1976; 42 FR 59878, Nov. 22, 
1977; 43 FR 34460, Aug. 4, 1978; 49 FR 15187, 
Apr. 18, 1984; 49 FR 23834, June 8, 1984; 50 FR 
4138, Jan. 29, 1985; 53 FR 116, Jan. 5, 1988; 55 
FR 11013, Mar. 26, 1990; 63 FR 16685, Apr. 6, 
1998; 64 FR 45371, Aug. 19, 1999; 66 FR 1836, 
Jan. 10, 2001; 66 FR 31165, June 11, 2001; 66 FR 
40889, Aug. 6, 2001; 67 FR 9587, Mar. 4, 2002]

§ 640.3 Suitability of donor. 
(a) Method of determining. The suit-

ability of a donor as a source of Whole 
Blood shall be determined by a quali-
fied physician or by persons under his 
supervision and trained in determining 
suitability. Such determination shall 
be made on the day of collection from 
the donor by means of medical history, 
a test for hemoglobin level, and such 
physical examination as appears nec-
essary to a physician who shall be 
present on the premises when examina-
tions are made, except that the suit-
ability of donors may be determined 
when a physician is not present on the 
premises, provided the establishment 
(1) maintains on the premises, and files 
with the Center for Biologics Evalua-
tion and Research, a manual of stand-
ard procedures and methods, approved 
by the Director of the Center for Bio-
logics Evaluation and Research, that 
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shall be followed by employees who de-
termine suitability of donors, and (2) 
maintains records indicating the name 
and qualifications of the person imme-
diately in charge of the employees who 
determine the suitability of donors 
when a physician is not present on the 
premises. 

(b) Qualifications of donor; general. Ex-
cept as provided in paragraph (f) of this 
section and for autologous donations, a 
person may not serve as a source of 
Whole Blood more than once in 8 
weeks. In addition, donors shall be in 
good health, as indicated in part by: 

(1) Normal temperature; 
(2) Demonstration that systolic and 

diastolic blood pressures are within 
normal limits, unless the examining 
physician is satisfied that an indi-
vidual with blood pressures outside 
these limits is an otherwise qualified 
donor under the provisions of this sec-
tion; 

(3) For allogeneic donors, a blood he-
moglobin level which shall be dem-
onstrated to be no less than 12.5 grams 
(g) of hemoglobin per 100 milliliters 
(mL) of blood; or a hematocrit value of 
38 percent, and for autologous donors, a 
blood hemoglobin level which shall be 
demonstrated to be no less than 11.0 g 
of hemoglobin per 100 mL of blood or a 
hematocrit value of 33 percent. 

(4) Freedom from acute respiratory 
diseases; 

(5) Freedom from any infectious skin 
disease at the site of phlebotomy and 
from any such disease generalized to 
such an extent as to create a risk of 
contamination of the blood; 

(6) Freedom from any disease trans-
missible by blood transfusion, insofar 
as can be determined by history and 
examinations indicated above; and 

(7) Freedom of the arms and forearms 
from skin punctures or scars indicative 
of addiction to self-injected narcotics. 

(c) Additional qualifications of donor; 
viral hepatitis. No individual shall be 
used as a source of Whole Blood if he 
has— 

(1) A history of viral hepatitis after 
the 11th birthday; 

(2) A history of close contact within 
12 months of donation with an indi-
vidual having viral hepatitis; 

(3) A history of having received with-
in 12 months of donation, human blood 

or any derivative of human blood 
which the Food and Drug Administra-
tion has advised the blood establish-
ment is a possible source of viral hepa-
titis. 

(d) Therapeutic bleedings. Blood with-
drawn in order to promote the health 
of a donor otherwise qualified under 
the provisions of this section, shall not 
be used as a source of Whole Blood un-
less the container label conspicuously 
indicates the donor’s disease that ne-
cessitated withdrawal of blood. 

(e) [Reserved] 
(f) Qualifications; donations within less 

than 8 weeks. A person may serve as a 
source of Whole Blood more than once 
in 8 weeks only if at the time of dona-
tion the person is examined and cer-
tified by a physician to be in good 
health, as indicated in part in para-
graph (b) of this section. 

[38 FR 32089, Nov. 20, 1973, as amended at 49 
FR 23834, June 8, 1984; 50 FR 4138, Jan. 29, 
1985; 51 FR 15611, Apr. 25, 1986; 55 FR 11013, 
Mar. 26, 1990; 64 FR 45371, Aug. 19, 1999; 66 FR 
1836, Jan. 10, 2001; 66 FR 40889, Aug. 6, 2001]

§ 640.4 Collection of the blood. 
(a) Supervision. Blood shall be drawn 

from the donor by a qualified physician 
or under his supervision by assistants 
trained in the procedure. A physician 
shall be present on the premises when 
blood is being collected, except that 
blood may be collected when a physi-
cian is not present on the premises, 
provided the establishment (1) main-
tains on the premises, and files with 
the Center for Biologics Evaluation 
and Research, a manual of standard 
procedures and methods, approved by 
the Director of the Center for Biologics 
Evaluation and Research, that shall be 
followed by employees who collect 
blood, and (2) maintains records indi-
cating the name and qualifications of 
the person immediately in charge of 
the employees who collect blood when 
a physician is not present on the prem-
ises. 

(b) The donor center. The pertinent re-
quirements of §§ 600.10 and 600.11 of this 
chapter shall apply at both the blood 
establishment and at any other place 
where the bleeding is performed. 

(c) Blood containers. Blood containers 
and donor sets shall be pyrogen–free, 
sterile and identified by lot number. 
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